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Dear Ms. Gorman: 

This is in response to your letter of January 22,2007 to the Food and Drug 
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal 
Food, Drug, and Cosmetic Act (the Act)) for the product Davinci Laboratories of 
Vermont Kids DHA Plus and Foodscience of Vermont Kids DHA Plus. 

21 U.S.C. 32 1 (Qdefines the term "dietary supplement." As defined by the Act, a 
dietary supplement does not include a product represented for use as a conventional food 
or as a sole item of a meal or the diet (21 U.S.C. 32 1 (Q(2XB)). The products identified 
above, notwithstanding your assertion that they are dietary supplements, appear to be 
represented for use as conventional foods (i.e., "Kids DHA Plus is a delicious orange- 
flavored beverage...."). Therefore, in that it appears to be represented for use as a 
conventional food (i.e., a beverage), it does not appear to be a dietary supplement within 
the meaning of 2 1 U.S.C. 32 1 (@ and claims made for it are not subject to 21 U.S.C. 
343(r)(6). 

Instead, this product appears to be a conventional food that must meet the regulatory 
requirements that apply to conventional foods rather than those requirements that apply 
to dietary supplements. Briefly, it must bear nutrition Iabeling in accordance with 21 
CFR 101.9 and claims may be made for the product in its labeling if they are claims 
defined by 21 U.S.C. 343(r)(1) or 21 U.S.C. 321(g)(l)(C) that may be made for 
conventional foods. Additionally, under the Act, any ingredient intentionally added to a 
conventional food must be used in accordance with a food additive regulation unless it is 
generally recognized as safe (GRAS) among qualified experts for its intended use in 
food. Use of a food ingredient that is not GRAS or an approved food additive causes a 
food to be adulterated under 21 U.S.C. 342(a)(2)(C) and cannot be legally marketed in 
the U.S. If you intend to market this product as a conventional food and you have any 
questions about the status of any of its ingredients, you should direct them to FDA's 
Office of Food Additive Safety (HFS-200), 5100 Paint Branch Parkway, College Park, 
MD 20740. 

9 7 s  0 1 6 3  L E T  qb7 



Page 2 -Ms. Lisa Gonnan

PJease contact us if you require further assistance.

SincereJyyours,

VasiJiosH. Frankos, Ph..D.
Acting Director
Division of Dietary SuppJementPrograms
Office ofNutritionaJ Products, LabeJing

and DIetary SuppJements
Center for Food Safety

and AppJiedNutrition

Copies:
FDA, Center for Drug EvaJuation and Research, Office of CompJiance,HFD-310
FDA, Office of the Associate Commissioner for ReguJatoryAffairs, Office of
Enforcement, HFC-200
FDA, New EngJandDistrict CompJiance,HFR-NE240
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Dear Sir i\ladam:

N,'liee i~ herby gi\en pursuant IlIlhe requiremenls "f Secti.'n .1O,~" (6) (21 U.S.c. 3.13 I< (6 j lIf Ihe Federal F"lId, Drug,
and ClIsmL'lic ..\cl and in acc"rdance with the n:quiremenls "f 21 CTR 101.93, thai F.,.,dScience ClI'lwratilln and 20
N":\I England Dri\e, Esse, Junction, \'T OS.1S,~\I'ilhinlhe pasl .~Odays c"nlll1L'nced markeling a dielary supp!emL'nl
bearing the ,.,I1.1\\'ingslakmL'nl(s) "nlhc label ,lIld or inthL' labeling:

TE.\T OF CL.\Ii\I(S):

'".\ Dil't:",~ Sllllpl~IIIl'lIt to SIIIII)O,'t Br:lin :llId ('oglliti\'l' FUlH'tiolls"

'"Kids DII.\ Pills is :I deliciolls or:ln~l'-Il:l\on'd h~\ l'I'a~I' dl'si~IH'd 10 pro\ idl' childrl'n \\ ith thl'

nl'Cl'ssar~ nlltritional SlIpport for l'n:!niti\l' flllll'tioll, COlllpl~tl' \lith :lIhll'd lIIinl"'als. "rohintics and

p:lt~nll'd '\,'\ Dilllcth~ 1~1~I'i,1l'. Kids DII \ Pills proddt.s nllll'l' IIlItril'lIts for hn.ill hl'alth Ih:lll :l1I~ othl'r
1>11..\ Ilrmlllt't 011 Ih~ lII:lrk~1 t(l(la~ ..

"..\\11 01' 1,,(o!{IDII.'\, I,SI III \T IS SI BJI.CT OF CI \1\1
Vitamin C
Rih"I];1\ in
Calcillm (as CalciulII Citrate)

MagnesiulII (as i\lg Citrale)
Zinc (as Zinc Citr:,Ie)
DI/-\

DinlL'lhylglycine 11('1
I.aclohacillus .-\cidophilus

N.-\\I F OF SI '1'1'11'.\1 F'\iT (I;":CI.lDIN<i BR.\ND N..\\II. I
/),)\ inci I.ah"ralories "f \'enl1"nl: Kids /)11..\ Plus

F""dscience "f \'L'I'nll'nt: Kids DII:\ Plus

rhe undersigned certilics Ihal the inl.'nnali"nc"nlaincd ill this n"licc is clHnplclL' ami accuratc and that Fo"dScicnCl:
(','rporali"n has suhstantiation thai the slak'lIIcnls arl' Iruthful and not mislc:lding.
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